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Art Unit: 3735 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

3 

Claims 85-89, 91, 94, 96, 97, 99, 101-104, 178, 185, 192, 196-197, and 
199 are rejected under 35 U.S.C. 102(b) as being anticipated by Shin et al 
2002/0161288. Sin teaches a continuous glucose monitor including a module to 
receive sensor data, a module to receive reference data from a reference sensor, 
a module to form matched pairs (see paragraph [0006]), and a module that 
evaluates the stability of the sensor(see paragraph [0050], particularly the last 
sentence). Claim 86 is rejected in that it is the examiner's position that since 
Shin uses sensor data to evaluate stability, it at least uses amplitude. Claim 87 
is rejected in that Shin teaches that it waits until transients have diminished, i.e. 
the sensor is stable, before calibrating the sensor. It seems to the examiner that 
prior to calibration, there is no output. Hence, the output is dependent on the 
stability. Claim 88 is rejected in that the output includes a glucose numerical 
estimate on a display. Claim 89 is rejected in that the reference module receives 
data from a glucose test. Claims 91, 96, 97, 99, 102-104, 196, 197, and 199 are 
rejected for the reasons given above. Claims 178, 185, and 192 are rejected in 
that Shin has an alarm for glucose out of range situations. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 85, 87-89, 91, 92, 95-97,99, 100, 102-104, 178-181, 185-188, 
and 1 92-1 99 are rejected under 35 U.S.C. 1 03(a) as being obvious over Say et al 
61 75752 in view of Shin et al 2002/01 61 288. Say teaches a continuous glucose 
sensing device that includes a sensor data receiving module 96, a reference data 
receiving module 99 that receives reference data from a reference glucose 
sensor, a module that calibrates the sensor data using the reference data, and a 
stability determination module that determines that sufficient time after 
implantation has passed to allow the sensor to be stable (see column 44, lines 2- 
5). It is unclear to the examiner whether Say uses matched data pairs to 
calibrate the data. However, Shin teaches that such a pair matching technique is 
a well known method for calibrating a glucose sensor. Hence, it would have 
been obvious to modify Say to use such a calibration technique, as it is merely 
the substitution of one known calibration technique for another. With respect to 
claim 87, Say teaches that it waits a predetermined time before calibrating the 
sensor. It seems to the examiner that prior to calibration, there is no output. 
Hence, the output is dependent on the stability. Claim 88 is rejected in that the 
output includes a glucose numerical estimate on a display. Claim 89 is rejected 
in that the reference module receives data from a glucose test (see column 43, 
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lines 45-56). Claim 91 is rejected in that Say further teaches the method. Claim 
92 is rejected in that while Say only teaches waiting a "specified period", the 
exact time for waiting would have been obvious to one skilled in the art. Claims 
95-97 are rejected for the reasons given above. Claims 99, 100, and 102-104 
are rejected for the reasons given above, noting that Say also teaches the 
system. Claim 178 is rejected in that Say has an alarm to warn the user of a 
current or upcoming hypoglycemic or hyperglycemic event (see column 45, lines 
14-15). Claim 179 is rejected in that in order to the system predicts future values 
(see column 55, line 2). Claims 180-181 are rejected in that the control system 
controls an insulin pump. Since the output occurs only after stability is reached, 
then the pump also is controlled only when a stability level is reached. Claims 
185-188, and 192-199 are rejected for the reasons given above. 

Claims 90, 98, and 105 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Shin et al in view of Causey III, et al 6558320. In figure 5, 
Causey shows a reference monitor integral with the processing device. Hence, it 
would have been obvious to modify Shin to use such an integral reference 
monitor, as it is merely the substitution of one known reference monitor for 
another. 

Claims 90, 98, and 105 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Say et al in view of Shin et al as applied to claims 85, 87-89, 
91 , 92 95-97, 99, 1 00, 1 02-1 04, 1 78-1 81,1 85-1 88, and 1 92-1 99 above, and 
further in view of Causey III, et al 6558320. In figure 5, Causey shows a 
reference monitor integral with the processing device. Hence, it would have 
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been obvious to modify the combination to use such an integral reference 
monitor, as it is merely the substitution of one known reference monitor for 
another. 

Claims 93, 175-177, 182-184, and 189-191 are objected to as being 
dependent upon a rejected base claim, but would be allowable if rewritten in 
independent form including all of the limitations of the base claim and any 
intervening claims. 

Claim 93 defines over the art in that none of the art evaluates stability 
based on the matched data pair, as claimed. 

Claims 1 75-1 76, 1 82-1 83, and 1 89-1 90 define over the art in that none of 
the art evaluates stability based on the sensitivity, as claimed. 

Claims 1 77, 1 84, and 1 91 define over the art in that none of the art 
evaluates stability based on the oxygen, as claimed. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Berner et al 2005/0215872 teaches in paragraph [0128] waiting a period of 
time after implantation for the sensor to stabilize. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to ROBERT L. NASSER whose telephone 
number is (571 )272-4731 . The examiner can normally be reached on m-f 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Charles Marmor II can be reached on 571 272-4730. The 
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fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
91 99 (IN USA OR CANADA) or 571 -272-1 000. 

/Robert L. Nasser Jr/ 
Primary Examiner 
Art Unit 3735 

RLN 

July 11, 2008 



